ZERRE: 20206088 12H
B EES: 2021401 B29H
&R BEE: 202262045 08H

AR BHESH RIS

EFRRRRBBHEENES TER

[#RER]

BRASK: REIEENR

BEAZFR: Fulvestrant Injection

SUBHE: Fuweisigun Zhusheye
(B8]

REFEMRB HELEDEE, LFERRN: Ta-[9-(4,4,5,55-AMEETFREE) TE K
-1,3,5(10)-=¥%-3,17B-"B%.

WRA: ZE96%, KRR, RRRTE, BAH. OH

R

AFH: CaHarFs0sS

SFE: 606.78 HO (CH:)s SO(CH: ):CF.CF+
[1E4R]

ARATBEABNBBERIAE .
[ERIE]

ARUBFAENBAREIATERNATIRRERN, WRENBNEAT PHRNBES
(BFEERBEMATES) BEHEZRAENS BB EILIRE .

ARSANEARSATERTRERZR (HR) A, ARREKEFZA2 (HER2) BH
WM ARERIEIRE, BTFRESRINOWETEENEEEENSEE.

(4]

5mi: 0.25g.

[RiZERE]

RERY (BFEEFAK) -AEAHRGET: BEEANENSELB R, —R500mg, &
KRBT BB R BLAF500mgHl &

REZM(BFEFAR)-FEDRS M NERKEET:

FERHSHNERNBRESERN, SHEABENEFNER500mg, 51, 15, 29XBHE
IBPUEMZEMIESR, SNEREN—X, LESA—X.

AADHSRNANKSERN, MUAENNESERNSEA150mgAR, AR, WRFEFT
ERESHAER AL, B NRENR NAENRES,

SRAERBERA R NER AT MBS E6/ BB E L RARE A I bR L BT R BY 52 2 (2 AR
MERBEME (LHRH) MahAliasr .

FIEPE

BXAEUBHPNNRBEER, AHAZUREMEXZLEER, 15
BEEH .

ILERELF: AEABEREDFHE/ILERSPERNRDENENE, MABRSEEZER
B ERmERR .

BHERENERE: YTREETESHERENEE (NEHERE=30mL/min) , THE
BAE, REFEEDRRENEE (NEHERE<S0ML/mIn) RIFNRLDBENZ 2NN
e, BiEioxdsEEs (0 DEREm] ) .

FHBRENEE: STREZFERDGERENTELTRHEN R, BRFEXLEERE
ETBNORBOEIEN, WUHBRED . REALIRITEEHDEREB/ENHREL
(m [ZE=] . EERSE@E] A [BRshZ] ) .

ERAE: BIELERIERSMUTSER (1-294/5mL) , SWEBIEHE—,

AT THNLBRE, EEBNAN LRBTHRLRBMIER,

B%iEE

AFRATENABHE, EEBINAN ERRESERAEDHEMER (0 DERFR] )

R ERRASNRELREHL (BD SafetyGlide Shielding Hypodermic Needle) #4775 &
RE, EEANLESETURLERBEFET EHHZE.

BCEEBRNERSE:

1. BERPERENBINHE, REREERR.

2. WARLETE (SafetyGlide™) M3,

3. BHRREBHAHESTEN, BRELMUNELZE .

4, BEYRETFBEERLWIBS (C) , B—RAFRESF (A) , HIVOHENEHIER, B
EEFHAF (WET) .

5. REERMMTETF (A) , ATRELE, REBEMIHERNE (B) (ME2) .

6. BLReHLERETLuer-LokiEAFIFE (LES) .
7.
8.

S MR NER

GEEETEBHZH, KEZ2HLEEEEER LuerkO,
BRIPSEES MR, RSRGH R
9. BIESIRBE T EHEML, MTELE,
10, HHESHBRSRSE,
1. EBBEENAES (1-208/%) |, HEERRE, HAMNEG LOMEEDEFE
(ME4) o
12, F5E, UEBRERERHMETE, BHRPEE (LEL) . F: BIHRPEERE
BECHMA, BHNKRE "ER" 5, RERHNTRESRES.

A

E3

E4

E5

ps:]

FRHFE BUE SRR —IRMEAE RS o AR E RN RAEF M ARE S i BT PASEER
R,

RS

ERADBRAERHR, RHERIHABSHESAMES.
[RRRR]

PIET

RIBIGEFR . LHERRARERERERUNSHEARRAEDCRNUTRARRA, &%
RARREEESURE. T WOMEE (ALT. AST. ALP) F&.

DTFTARRRMMEENE, 2EF FRERALTES00mgH &R 250mgH SRR FRES
B500mgiaT AN AH L L MES I EMSHI [CONFIRM (D6997C00002FF5%) . FINDERT
(D6997C000047t5¢) . FINDER2 (D6997C00006#5t) LARNEWEST (D6997C00003%5F
%) 1, WVREE R T LR EBE500mgF I AR 1 mgBIFALCON (D699BCO000T#5E) o 4
REARSUSTAFALCONZ BRMERE, NaBRESNMR ., TEAFIAZETHRER
ENTARRA, BEHREFENARESETEERRXER,

SAEBIBEE00mMyTE IFFRIAR A R R RIS 45

ik AHRBEE TRREL
2ERTHEML E58°, ESIEMUR RS
FFEERS FFEEF+S (ALT, AST, ALP)?
" N BimE iy
+HED (=10%) emRs SEEme
NP BEMEFER ESERISIEE
BRI TAR R
me e
WMERE sk
FFIEZRS [EHES el
me Edadinke e
BhE IR
i)
VT e
o (zie<on | ERRER o=,
NABEMASHAR e
SFERGHILER PEiE $me
MERHKE RS /R0 >
25 FERET LBPMEE, SERERT
FFIBR % BFETiBe . BFK. y-GTHE'
B (>01%-<1%) HEFERGHILER PEESHRER . B
e ° 25 NERENT FESIEBAIHM' . SEOYBRALMAR' . A SR
RERG BREIHR AL

a BFRFERMER TR ERTE S REDHRX NN AR R,

b SESEMURMABEA ST ESIEDOLLM  SEEIEMUMM ., LA, HERRINDHERE,

c ZBMREEZBHF(CONFIRM, FINDER 1. FINDER 2. NEWEST)FMMEI . R+ E
RAABIENIS R REX B LR . WHERNI/560(HF, 5602 B IGHKFFTMEELH
8), 5 "B mEEE,

d BiE: XTH, RARMMNASHER, VUBiLRER.

e BF LMD SFALCONMEER R ,

f FEFALCONRRARR KA o

S5RNEFBKEHET (MONARCH 2)

MONARCH 2iF{# T @m4EFEE (500mg) BEARIMEER) (150mg, SAMR) WELETHEAR
FAT R LM, TREUERMTEMONARCH 2966445 2 /01 7l 48 5 B¥BX & FI A sl
AT BIHRBAME . HER2B MBI MILIE B E P ARNREBR o

EERESERANNFENRTBENFETHENEN12ME, ESREIHHERR
FliaT BEN R HENERNNE .

HAFARRMSEA BRONERKETI3%ESHRETHBAMNENATHNESE . B8
=5%MBEMNBRONARRMN A RS AMERARRD . BFETRIINESSPNER
FBRONERKETF19%EERADHH ST NEAATHEEM04%EZHADRKSR
RAPATNEE . EZRUEIFRSNNERNETNEERE10%EEMHRE K PR HERD
ESHEM AN SRLD, MESARKESREFETIES RRRER RIERMAIRERT
B SR,

AAEDHBEASRNNARNATATI%NBENREIHRKSREN AT ATINEERRARSE
HRAALIETFVATT . SEIRS 4IRS 1T N7 8B EKAL AT R R RN
P(2%) BB (1%) . FFEESME (1%) « B= (0.7%) . B (0.2%) . B8 (0.2%) .
2ESRE (0.2%) MAREESE (0.2%) .

186 (4%) ESHEIERAMNERNETNESEEATHBN0XMEARELT (TiER
EXR) , MAKIHRKESLEAATAT R0 (5%)  ESRETHEBAMNAENETHE
EMHTRESE: 74 (2%) BEREMBHET, 44 (0.9%) RIRSEFLT, 240 (0.5%)
FEDEBIGESET, 26 (0.5%) EFFAESMIET, 14 (0.2%) EAMEIIET,

FADHBSONANARENSEARBR (=20%) AES. BZ. PEHABRHLS
fE O B, . R, AEIROE. BT, IRLAME (D TX) . RELH (=
5%) SWAAKA R R LA FIERIBIDR/ME . B85, BMMEE. RITFES.

MONARCH 2/ =10% 2 HH T KA NEIATNBREN = 2% ES AL TRKAR

2=

25

RAATHNESERENFTRRE
WA BB AR NER AR AREN
RERE N=441 N=223

FEEEI% | 38% | 4% | FEEEI% | 3% | 45%
BRERGERT
[ 86 13 [ o 25 <1 [ o
) 45 0 23 1 0
e 35 2 0 16 1 0
IRAE 2 <1 0 10 2 0
AEEFAR 15 <1 0 10 0 0
BERRIEREER
B [ a3 [ s [« [ 25 [ 3]«

IFAXIEAWSE



AR BB T AR AERHBARR
RERR N=441 N=223

FESR% |35% | 48% | mESA% | 35%| 49%
MERRHEBRGEER
SRR R 46 24 3 4 1 <1
#Im* 29 7 <1 4 1 0
EVRBERME® 28 9 <1 2 0 0
MAMRIEES 16 2 1 3 0 <1
S SMRFRADEMUEM R
BE' 46 3 0 32 <1 0
SNEKER 12 0 0 7 0 0
B 1 <1 <1 6 <1 0
REEHENEFAR
BN [ 27 [ 1v Jo ] 12 J«aJo
FRESL . WRABER
P [ 13 Jo o | n [ o [ o
BBRE FHERLER
B 16 0 0 2 0 0
[ taznd 13 0 0 6 0 0
42 1 1 0 4 0 0
BEHERRER
e 20 1 0 15 <1 0
BRISREES 18 0 0 3 0 0
ke 12 1 0 6 0 0
BEEE
AEREERBBIS 13 4 <1 5 2 0
REABREARBBAS 12 2 0 7 0
NEFE 12 <1 0 <1 0 0
HERE 10 <1 0 2 <1 0

1. BEERE. LR, TERS. BIBREHEME.

2. BFELIFIUERR . RIS, MEBRRR. IR, K. BE|K. PERRMRSE,

3. EIE SRR B R R R AR B LT R (R

4. BERM. THELSKE. IIEERONIREUE TR,

5. B BB AERN B AR (T .

6. BFEM/IMRIT B PR M/ MRIBIAME o

7. BEZHNEZ.

MONARCH 2ehH9EM AR RATEESEKMIS M (REBEKMISTA . IR . E2IKEMETY
B, B TERBKIMASRAY . BRERBRIAST A] FERERBXINISTE AL ) |, RAETFEREZMAED S
0 PR AT BB EF0.9% X R AL A HBARFATHNEE

MONARCH 27 =10% &2 R4 AHBARMNER AT NEEN=2%RZT A4 THKER

BAETHREHANIRERELERRE

ST BEA T MEER DS RREF
SRESH N=441 N=223
FRERB% |3R% | 4R% | RERA% | 3R% | 4K%
INEFHE 98 1 0 74 0 0
EVRBIR 90 23 <1 33 <1 0
SRR IR 87 29 4 30 4 <1
Eal 84 3 0 33 <1 0
WA IR (R 63 12 <1 32 2 0
MRS 53 <1 1 15 0 0
REREARBBEAS 1 4 <1 32 1 0
FEEAMBERBEAS 37 4 0 25 4 <1
[5R]
RETESRT:

¢ BANRLESEEEMO I EAEEIENEE,;

- ZARBIEAL (I [2EREALBALZ] ) ;

- FEFDERENES (U CEESR] A (BHH%]) .

- RMEEBHAREE, FUEBTILENRTE.
[EEEm]

REZFEFERENBEUERFRETH (U [FERRE] . [ER] & [BRaHZF] ) .

TESMERENEEMEBAEDH (NEHEBREBOML/MIN) o

EREFLEDFNADBRENIE, T HMARLM/IRE /I AES E SRR AT EREN
ERRGERE .

ILIEAR PR MR ERE, XEIRFFRFOENEE , S4TSR EEREDH
ST RIS REIX— R,

DIRETERAREREIS RIS MAEXSEF, SELBHER. HER. MEFTIEER
MoybRMEHEE, ATFHETANLSHE, EENINAN ERRTHALEITHNMEE (B
[AzRE] 11 [FRRM] ) .

AL RN BEIERNKEAR . ERAFLDHEOERNG, 2EREBRRIVENH
k.

FHilE B EUE

BT RLDEMNE_ENESWAN, FEIHTETRETRANE_BENRIASENE, ¥
BrJReSEUlE " BKFREFAS,

EREM .

X3 F 25 50 R IR AEHL BE ) OB

AHDHANRLO S MBS SWMNRIENMOEEN . ATBEDELTPARERBTN
BOIRE o XTI LT B R R A0 5 25 7 25 B AR (AR B S B0 8
[BARBEIBEAZAL]

BitER

BREREESAETE AT BENEE —RABE2EN N KEE MBS EN,

SR

PASFARETDE (I [£R] ) . EXENRRFEANERETEE, TARLIEET
Baft. BYRRFERALDHAGEESE, QFERILBPRIRCRAS (DSEFR) . 0
ElERRETHBEEENE, NEMNELEESEMRTNTEE,

N

EEARERIRFEE, MEEEI, EHARBRTUREIHDWAILT . EARBEHALS
HETRDWEAANILS, TRIFALDBHENHALBE)VBENTEARRE, WILBEERA
#EE (0 [52R]) .

Bh

R R MAED BT AL EB DRI
DLER#]

SR ERAEDEE L ERSPEPNLZ MR, SRR OB ERRESIR .
[ZERH]

WAL SE381T B0 E A I PRFT 559238IL/0020419238IL/0021 A T 655 LA LB &, 24
B PR R BT IR AN BT, AR EHATH65S RU LN BE HIENERES N 16%H
1%, TEFRERTHRLE T 250mgEMFFRD6997L00004FMWA T 354655 KA EEE, B
FERIEEIRRT R DT . FEFRERTHRLETBS00myEMHFFED6997L00021 RAHAT 2741
655 R ERE, ARAMERRETLED M,
[HmEEER]

SpXKE (CYP3A4RIEYD) 18 EEM IR AR EAE DI CYPIAITMFIIER o

SREFE (CYPIAAMIESHI) METHEK (CYP3A4RIMEIF ) BE(FABNIGKFRES, &
HFENBRIRREIMFAB RN, RN EAREDESCYPIAMMFIFIESHNEE
BERETEHAITE .

—IREFEREBRERAERNIREMS S, SIS NRERNRLERKEXNEYEEE
. BENRENRNERRES.
(&)

BABAHDIIRARIIRE . MREDMIR, SIHEAET. DPRRRPLEHSHE
HEAEDEN, RRERBESBENNEREWNLSMIER (DSEWRR) .
[#EHE]

HEEA

SMHIBRERAMEHRZR (ER) , ERRTHEXSMENER, SADBAERRIHK
RRA, FROASEERY, URSMENATSERRERES, T TRALBRBMEFAKER
EEAER ., MAEDHEY T IENENEFERMAS RGNS M (HEMZLE) FiE,

HONRFRFREE, RUDHEBEESWHURMENESRAIRE (MCF-7) MERER
BORE IR, EARRMERRT, AEIETEEERARNAIBREMCE- TS MBIEE

IR . MAEDETIPFIMCF-7RMHBEEURBEESWAARERMBIEENER.,

ERMANIRPENNBRAOARPRTARNFTERERLR, AEIBERZINHEFEE
o FERMANREIDRIVERRETIARFR SR, SRR ENIE_ESIRNFSHEE
M. BERRTATRADE (§A250mg) , KAMEHFFSHALHRENE, RRLINBE K
L

E—REERREILRENLEEATFETHRERRS, FERI15-2XLARETE
#TE, FILEXBHEFSNEMERN TEEM, XSABEXNZEEZR (—HIERZES
EQ) BRRSEX, REFERBENFIMBSKI6TELN (—MERSERSY) HBREREX,

SEHR

EZRAHART, FLIFRETHANSLAIBHEEVDYPHERIFNMIN, BIR
B (EIEESEAIMMKAAE) EARSE,; BSERMKAL, RRFIREENTERE
B4 B BOASMIEM . EARMAPETHSRNEFALARER, KASHNRIH
WALRHRERFNENEEESE, THEEHENMNERERER, EESERMIER YR
WREHROEMEE. KB (1298) 885, BOREAFER LMK,

RED/BNHHCEHAZHAR S, TNNONERFHIER (ROLHK, OBESTERE
BT BHECEHE, —RALAEEEE)  LRABRRECREESTESE (Cho15fE) B
K, NIRRT B8 TAZLMBNER,

EEHM

TEMARARMABEL WA RREECRFHRERT, AEIHESTRIMIRRRDBRE
TERFHE (BFUBRGEDRERABFEEHRHTHAREERTHN . EAMNSH
B AR AT AR IMBRIRE 2R . fENRMEAEE P TRE A AR TR KRR A R
Zui) .

EIESM

IR R FRECAI 2B REE 1 AL TR4REE, ERIE=0.01mg/kg/X (Bmg/m?it, 18
HFAREERNEN0.6%) B, IREEHHMEBREERTH. AEH0.001mg/kg/X (L
mg/m?it, BEFAHEEFEN0.06%) B, RNALIFNEEARESNNEREFINARY
1, FEFIER2mg/kg/ KBS (BAmgrm2it, HEEFARERE) | 20XEHHEHERRNES
DIREEXNRAKT , MADBHNEEXREBEENNOFNSEFBNEFEE N, RARELED
BB EBTHREERI, BE—TAMNANSEEHRF, KRNMENETFRLT
BE15mg/kg/30K . 10mg/R/30KR3L10mg/R/15K, BTRERNERBFER. ERNESHEMMT
ERRTHENZT ., BHF20RE, BAMFENHFEHRRE , EREHEIFHA ML T LERE
HEEFE500mg/ BN RFERER[AUC) 0] B91.31F . 1.2f5713.56%,

EFRNEER, ARSEATHRLETE (Lmg/m2it, BEFASESAMENEK0.6%)
AR ESR, ERABRTREREMINTHATRAETE=0.1mg/kg/R (Kmg/m?it, 184
TFTAEENRHN6%) , WEKR-BFRBNPNSERBYEEE K., SLRRTBINARKT
BRENREEAS (2my/kg/XAIS THLEMMXTEH; Mmg/m?it, BYFAREANE) |
FI&E=0.1mg/kg/ RIS A BUE —FEN R BMENE TR BU . BEDE2mg/kg/ RITBRTFE
K, BIRRTHREREPALTRETE, PR ER1mg/ke/X (Mmg/m?it, BHFAEEFH
) BB, 0.25mo/kg/R (MAmg/m2it, ST ARERBN30%) FIET, TBRAEE
BERMNEREEREN. FEREVLTRAIASHRMBIERREREN (BRBEEBUN
27TNEERITHER; 0.25mg/kg/R, Mmg/m?it, 1B T AREERE830%) .

KEFHABETFREDE2Mg/kgH F, T HHMLDHSBONMEH1 215, HILH
KEATFREDE, BULHEADFRANSNRESMEHNAHTEN10%, E—THILEX
BHRAR, FREAT10mg/kgeE XA T 15ma/kg (Mmg/m2it, EFAEEHR) | FRAESE
BRI,

BUEtE

FEXBANRMT T A BRHENBUEMER R . EH R PHBNRE SR, KRN
15mg/kg/30XK . 10mg/R/30K . 10mg/RINEXR, HEIRSFLIEBEREFRE500mg/ B R
GREE[AUC) 0] B90.915 1.5MEF134F (MEMERR) F0.84%. 0.8/E M2 (HEIEKRE) o Uk
KELF10mg/R/ 1 5XMBEEARRL T 15mg/R/30KES, RIEIE AR ERLEFE
MR (Leydig cell tumor) MRERFAS,

NEEDHATFTRASEF20. 150f1500mg/kg/X, DHIENFLMEEREEFRE500mg/ B
RAERER[AUCo20x] 890,865, 8.4MEF 1865 (HEM/NR) RO0.8MF. 7131 1.96F (HEHEX
B) . 5150, 500mg/kg/RAIRT, NEMENUEREFEE (REMTE) EEREM. Bk
FENIE ST E STIESERIY S B EF A XMEER K FERS W RIR LT85
(R NE]

TRHE

MPESEERR KRG, RYEDBFRKER, HD5KEMERERERCo.) . RREL
ARB00MgAB SR, BIMARREERE (#I) RS (FH[CV]: DBINAUC 475 [33.4%)
ng.F/mML. Cra 25.1 [35.3%]) ng/mL. Cun 16.3 [25.9%] ng/mL) . 12K, SLEDEMBRE
TRV RENEERN, BRESSREZBOBEME. NAEFEHE, E50ZE500mgHlE
SBE, REESHERMGKIEL,

i

AHEDHDHPEN 2. BREEWDOHER (VAKX (83-5L/kg) , XEXBEEHTH
EMES, AAIFSMEEABELS (99%) . REVEEEA (VLDL) , BEEEED
(LDLMBEEREES (HOL) BHHEENEETR, RETRAUEENLSSHEEERTR.
AR EIENEEANED (SHBG)MIFR .

i

AN FLEAFNREETROHR, EEETHFSSRNRESSBEOUNATEREDELRRE,
ERMHERE R, SR HOMEFEE (85F17-8, W, 3-Fk, 3-M17-A5RERL
RUF=Y) SHATDEABUNRIT. EHANTHRMELALIIETHRIER, CYPIAIER
—S5RHDEANNPL50E TE, AMEARR, JE-P4S0REE LTS AIMURIRTR
HEF BRI FICYPA50[E) TEE

B

AHDHEIZLUAEDERER, TENHERZE2BLEE (H0%) , NELTFI1%2E
SREHE . MATBNBRREE, F11:1.7mUmin/kg, B TRSNFERE, JEE
AT (1) RIRWORRIH), BT A50K

(52 IN: ]

M IGRFRZRETEARBRNNDES, FEFR (33-89%) | KE (40-1272F)
gMEZE, RRAAEIHNBRDNZSUEER,

BIERE

BERENSHEREARERADHNBNNHZRESEAIRFBX N,

I sEIRE

E—IERAHHIRRTTRA, EEREE FEFNEERSE (Child-PughSRARBR) K
EFTNALIENINNNY . EETIFRNERENNAINT, XBEANE. SREZHEE
to, FFNRESRMZIAEAUCTHS2.565 . EERRALIHENEEHR, & FBREZMERT
B RERIF . RNEFNEERE (Child-PughSRCHR) HEBEMHITIEIFMN .

[:3:B

PREBHCEIHEHE, BUHESTEZBARNEEANELSBEARRLZBNBNHNEHEE
8. B, NAESARE, BHSHEERTZENARPHFBEER.

N H

TERRERFLARE AT IR IR, 2042 LN T EAMBIRHRHHZERNTEE, WK haE
874%BIEFA . 7.8%MBFAFAA%NFEIRFFA , EEEHR, AEIHEMRFNEAHNNZE
HEER, A—RPREORRF, LLEAABLNBRENZHRSIEARBEHREMN,

)]
2~8CRF. NTEE, METEARESNCTREE S,
[ax]

FRAEESE S SR ES M RIES TS B T BRI, Smisz, 23X/8.
(B8]
241MH .
[HhiTHRE]
ER% @ EESEBREYBH02882020,
[ s]
EZ5#EFH20203412,
[#HR EHFTRHEA]
=1 R EAXRBAWEARNBERAR
At STHREREHEBMEE3695
[&r=r]
BWERR: EARBZVEARKBERAT
il THEERBHEMEE369S
ERERAS: 222062
BiFSH: 0518-85804002, 4007885028
fEESH: 0518-85806524
1] Hikb: httpy/ /www.cttg.com
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